ft 



(19) 



J 



Europaisches Patentamt 
European Patent Office 
Office europeen des brevets 



(12) 



(11) EP 1 350 528 A1 

EUROPEAN PATENT APPLICATION 



(43) Date of publication: 

08.10.2003 Bulletin 2003/41 

(21 ) Application number: 03002864.1 

(22) Date of filing: 08.02.2003 



(51) mt ci 7 : A61M 5/32, A61B 19/02, 
B65D 85/24 



(84) 


Designated Contracting States: 


(72) 


Inventor: Crawford, Jamieson William Maclean 




AT BE BG CH CY CZ DE DK EE ES Fl FR GB GR 




New York, New York 10025 (US) 




HU IE IT LI LU MC NL PT SE SI SK TR 






Designated Extension States: 


(74) 


Representative: . 




AL LT LV MK RO 




von Kreisler, Alek, Dipl.-Chem. et al 


(30) 






PatentanwSlte 


Priority: 28.03.2002 US 368581 P 
18.10.2002 US 274673 




von Kreisler-Selting-Werner 
Postfach10 22 41 


(71) 






50462 Koln (DE) 


Applicant: Becton, Dickinson and Company 
Franklin Lakes, New Jersey 07417-1880 (US) 





(54) Needle-disposable insert for sharps disposal 

(57) An infectious waste container system provides a sharps disposal container with an insert for automatically 
releasing a sharp implement from a holder and automatically resetting the holder. 



0 

CO 

t 

Q 

3 

X3 



CO 
<M 

in 

o 
to 

CO 



Q. 
qj 



/ 28 
/1 48 40 ° 




FIG.1 



Printed by Jouve, 75001 PARIS (FR) 



3NSDOCID: <EP_ 



_135052BA1J_> 



1 EP 1 350 

Description 

1. Field of the Invention 

[0001] The present invention relates to an infectious 5 
waste container system for fluid collection needles. 
More particularly, the invention relates to an improve- 
ment in the disposal of needles from a needle holder 
into a sharps needle disposal container. 

10 

2. Background of the Invention 

[0002] Fluid collection needles are used for sampling 
fluid, such as blood from a patient for tests or blood sed- 
imentation. The needles usually are affixed to a needle *5 
holder by screw engagement. A used needle is separat- 
ed from a holder for discard by covering the used needle 
with a protector and disengaging the male screw on the 
hub of the needle from the female screw of the needle 
holder to separate the needle, and the protector from 20 
the holder. The removed needle, covered by the protec- 
tor, then is put into a suitable container. 
[0003] In this process however, there is a risk of an 
accidental needle stick with a finger or a palm of the 
hand at the time of covering the blood collection needle 25 
with the protector. There are obvious biohazards asso- 
ciated with such a procedure for the operator, i.e., infec- 
tion with viruses, such as HIV or hepatitis in the worse 
case. 

[0004] To solve this problem, devices have been de- 30 
veloped. including various needle holders, which are de- 
signed to allow the operator to remove the used blood 
collection needle without handling it with fingers. These 
needle holders specifically are designed to be easily op- 
erable and to be used in combination with a needle hav- 35 
ing a specific configuration including a concave or con- 
vex portion. However, due to the specific configuration, 
these needle holders cannot be used in combination 
with conventional screw mount type needles. 
[0005] To solve the problem of assembling the needle *o 
to the needle holder, more sophisticated needle holders 
have been developed including an easily operable nee- 
dle holder. The easily operable needle holder includes 
a cylindrical holder body with first and second ends. The 
cylindrical holder body has a needle fixing means at the 43 
first end of the cylinder. The needle fixing means in- 
cludes a fixed member and first and second sliding 
members that are slidable along a wall at the first end 
of the cylindrical body. The fixed member is configured 
to grip one circumferential half of a needle hub, and the so 
first sliding member is configured to grip the opposed 
circumferential half of the needle hub. The first sliding 
member is movable between a closed position where 
the needle hub is gripped between the fixed member 
and the first sliding member and an open position where 55 
the needle hub can pass between the fixed member and 
the first sliding member. The second sliding member is 
effectively an actuator that can move the first sliding 
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member from the closed position to the open position. 
This needle holder makes it possible to fix the needle 
releasably to the holder and may be used in combination 
with screw-mount type blood collection needles. 
[0006] The needle can be removed from the above- 
described holder by exerting digital pressure on the sec- 
ond sliding member to slide the first sliding member 
away from the fixed member. This disengages the nee- 
dle from the holder, and the needle fails gravitation ally 
into a suitable sharps container located just below the 
needle holder. To facilitate the depositing of the needles 
from the holder into such disposable sharps containers, 
inserts fitted into the container have been developed to 
activate the release mechanism on the holder for disen- 
gaging the needle from the holder. Such an insert typi- 
cally includes a release mechanism which contacts the 
first sliding member, thereby sliding the first sliding 
member toward the second sliding member, and disen- 
gaging the needle from the holder. 
[0007] There are a number of drawbacks to such a 
disposal system however. While the procedure for dis- 
engaging the needle from the needle holder has been 
made somewhat more efficient, there remains a need 
to restart the needle holder. Restarting a needle holder 
occurs by pushing the second sliding member toward 
the first sliding member so that the needle holder is in a 
position for grasping a new needle. 

3. Summary of the Invention 

[0008] The present invention provides an improved 
needle disposal insert for a disposal container. The nee- 
dle disposal insert includes a cylindrical member having 
a cylindrical wall including atop end and a bottom end. 
First and second recesses are diametrically opposed on 
the cylindrical wall. The first recess includes a notched 
portion for disengaging a needle from a needle holder, 
and the second recess includes an indented portion in- 
cluding a restart means for returning the needle holder 
to a closed position. The restart means in the second 
recess may comprise a sloped wall sloping radially out- 
wardly from the top end of the insert for engaging a re- 
start mechanism on a needle holder. 
[0009] The present invention also provides an infec- 
tious waste container system that includes a disposal 
container, a needle holder, and a needle disposal insert 
mounted to or formed with the disposal container for in- 
teraction with the needle holder. The needle disposal in- 
sert comprises a cylindrical member having a cylindrical 
wall with top and bottom ends and having first and sec- 
ond diametrically opposed recess on the cylindrical wall. 
The first recess includes a notched portion for disengag- 
ing a needle from a needle collection holder. The second 
recess includes an indented portion with a restart means 
for restarting the needle holder to a closed position. The 
restart means in the second recess is a sloped wall slop- 
ing radially out from the top end of the insert and engag- 
es a restart mechanism on a needle holder. 
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4. Brief Description of the Drawings 

[0010] FIG. 1 is a longitudinal cross-sectional view of 

a needle holder and needle assembly. 

[0011] FIG. 2 is a longitudinal cross-sectional view of 

the needle holder in FIG. 1 after release of the needle 

assembly. 

[0012] FIG 3. is a perspective view of a needle dis- 
posal insert in accordance with the invention. 
[001 3] FIG. 4 is a top plan view of the needle disposal 
insert, 

[0014] FIG. 5 is a front elevational view of the needle 
disposal insert. 

[0015] FIG. 6 is a side elevational view of the needle 
disposal insert. 

[0016] FIG. 7 is a rear elevational view of the needle 
disposal insert. 

[0017] FIG. 8 is a bottom plan view of the needle dis- 
posal insert. 

[0018] FIG. 9 is a cross-sectional view taken along 
line 9-9 in FIG. 4. 

[0019] FIG. 10 is a perspective view of a disposal con- 
tainer that includes the disposal insert of FIGS. 3-9. 
[0020] FIG. 11 is a longitudinal cross-sectional view 
of the needle holder and needle assembly of FIG. 1 dur- 
ing an initial stage of insertion into the needle disposal 
insert of FIGS. 3-9. 

[0021] FIG. 12 is a cross-sectional view similar to FIG. 
1 1 but showing the needle holder inserted sufficiently 
inio the needle disposal insert. 
[0022] FIG. 13 is a cross-sectional view similarto FIG. 
11 but showing an alternate needle disposal insert. 
[0023] FIG. 14 is a cross-sectional view similarto FIG. 
12. but showing the alternate needle disposal insert. 

5. Detailed Description of the Invention 

[0024] The needle disposal insert of the subject inven- 
tion is used with a known needle holder 1 0 and a known 
needle assembly 1 2, as shown in FIGS. 1 and 2. Needle 
assembly 12 includes a needle cannula 14 with an in- 
travenous end facing downwardly in FIG. 1 and a non- 
patient end facing upwardly in FIG. 1. Needle cannula 
1 4 is securely and permanently mounted in a plastic hub 
16. Hub 16 includes an array of external threads 18 that 
extends from an intermediate location on hub 16 toward 
the non-patient end of needle cannula 1 4. An elastomer- 
ic sheath 20 covers the non-patient end of needle can- 
nula 14 and functions as a valve to permit multiple sam- 
ples of a bodily fluid to be collected. 
[0025] Needle holder 10 includes a tubular sidewall 
22 with a widely open proximal end (not shown) and a 
distal end 24. An end wall 26 extends transversely 
across distal end 24 of tubular sidewall 22 and includes 
a central aperture 28. Aperture 28 defines a cross-sec- 
tional dimension that exceeds the maximum cross-sec- 
tional dimension of needle assembly 12. 
[0026] A needle gripping assembly 30 is secured to 



end wall 26 of holder 10. Needle gripping assembly 30 
includes a housing 32 and a fixed jaw 34, both of which 
are substantially immovably mounted to end wall 26. 
Fixed jaw 34 includes a semi-cylindrical concave inner 

$ surface 36 that is concentric with aperture 28 in end wall 
26 and that is dimensioned to engage the threaded por- 
tion of hub 16. Needle gripping assembly 30 further in- 
cludes a movable jaw 38 that is movable toward and 
away from fixed jaw 34. Movable jaw 38 is characterized 

10 by a generally semi-cylindrical concave surface 40 that 
is configured to engage the threaded portion of hub 16 
when movable jaw 38 is moved toward fixed jaw 34, as 
shown in FIG. 1 . Movable jaw 38 further includes a 
flange 42 spaced radially outwardly from concave grip- 

'5 ping surface 40. An actuating member 44 that is mova- 
ble parallel to movable jaw 38, and has an externally 
accessible first actuating surface 46 that is diametrically 
opposite concave gripping surface 40 of the movable 
jaw 38. Actuating member 44 further includes a second 

20 actuating surface 48 that faces flange 42 of movable jaw 
38. 

[0027] As shown most clearly in FIG. 1 , sidewall 22 of 
needle holder 10 defines an outside diameter "a" at lo- 
cations near end wall 26. The outside cross-sectional 

25 dimension between the first actuating surface 46 of ac- 
tuator 40 and flange 42 on movable jaw 38 is only slightly 
less than outside diameter "a". As shown in FIG. 2, the 
outside surface of flange 42 of movable jaw 38 is offset 
from the outer surface of tubular sidewall 22 on needle 

30 holder 10 by a distance "b" when movable jaw 38 is in 
the open position. 

[0028] FIG. 1 depicts a condition where movable jaw 
38 is moved toward fixed jaw 34. In this position, threads 
18 of hub 16 can be secured between concave gripping 

25 surfaces 36 and 40 for holding needle assembly 12 in 
needle holder 10. In this position, the non-patient end 
of needle assembly 12 projects into needle holder 10. 
Radially inward forces can be exerted on first actuating 
surface 46 of actuator 44 to move actuator 44 in the di- 

40 rection of arrow A in FIG. 1 . This movement will cause 
actuator 44 to move movable jaw 38 away from fixed 
jaw 34 and into the condition shown in FIG. 2. In this 
disposition, the cross-section defined by semi-cylindri- 
cal concave gripping surfaces 36 and 40 exceeds the 

45 cross-sectional dimensions of threaded portion of nee- 
dle hub 1 6. As a result, needle assembly 16 will fall grav- 
itationally from needle holder 10. Needle holder 10 can 
be reset for accommodating a new needle assembly by 
exerting radially inward forces on flange 42 of movable 

so jaw 38. These forces urge movable jaw 38 into actuator 
44, and hence reset both movable jaw 38 and actuator 
44 into a position for threadedly accommodating a new 
needle assembly 12. 

[0029] Some needle holders as described above and 
55 illustrated in FIGS. 1 and 2 are intended to be actuated 
and reset by a thumb or forefinger. However, as ex- 
plained above, there are advantages to minimizing man- 
ual activity required near the needle assembly. Other 
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needle holders are used with an actuating ring. The ac- 
tuator ring typically is mounted in an opening in a sharps 
disposal container. The needle holder and needle as- 
sembly are urged into the actuator ring. The actuator 
ring is configured to urge the actuator in the direction of 
arrow A for moving a movable jaw and releasing the 
needle cannula. These designs, however, require the 
user to manually reset the movable jaw. The manual re- 
setting of the movable jaw is an inconvenience, and if 
not performed properly could prevent correct engage- 
ment of the next needle assembly. 
[0030] A needle disposal insert in accordance with the 
subject invention is identified by the numeral 50 in FIGS. 
3-12 and is intended for use with needle holder 10 and 
needle assembly 12. Needle disposal insert 50 further 
is usable with a sharps disposal container, such as 
sharps disposal container 52 illustrated in FIG. 10. 
Sharps disposal container 52 includes an open-topped 
receptacle 54 and a lid 56 snapped into secure engage- 
ment with the open top of receptacle 54. Lid 56 is char- 
acterized by an opening 58 and a hinged cover 60. 
[0031 ] Needle disposal insert 50 is a generally tubular 
structure unitarily molded from a rigid plastic material 
and having a top end 62, a bottom end 64, an inner sur- 
face 66 and an outer surface 68. Outer surface 68 of 
needle disposal insert 60 is configured for insertion into 
opening 58 in lid 56 of sharps disposal container 52. Ad- 
ditionally, portions of outer surface 68 near top end 62 
are characterized by opposed upwardly and downward- 
ly facing lock surfaces 70 to permit snapped engage- 
ment of needle disposal insert 50 with portions of lid 56 
adjacent opening 58. 

[0032] Most of inner surface 66 of needle disposal in- 
sert 50 is approximately cylindrical. However, inner sur- 
face 66 is characterized by a release section, identified 
generally by the numeral 72, and a reset section, iden- 
tified generally by the numeral 74. Release section 72 
is characterized by an upper slanted surface 76 that ex- 
tends downwardly and inwardly from top end 62 of nee- 
dle disposal insert 50 for approximately one third the 
length of needle disposal insert 50. Release section 72 
is characterized further by a vertical guide surface 78 
aligned substantially parallel to the axis of tubular nee- 
dle disposal insert 50 from the lower end of upper slant- 
ed surface 76 to a location approximately midway be- 
tween top and bottom ends 62 and 64. Release section 
72 is characterized further by a lower slanted surface 
80 that extends down from the lower end of vertical 
guide surface 78. A lower vertical surface 81 extends 
from the bottom end of lower slanted surface 80. Lower 
slanted surface 80 is aligned to the axis of needle dis- 
posal insert 50 at an angle of between 20° and 40°, and 
preferably about 28° and continues to bottom end 64 of 
needle disposal insert 50. 

[0033] Reset section 74 is characterized by an upper 
vertical surface 82 that extends down from top end 62 
approximately one fourth the distance to bottom end 64. 
The reset section is further characterized by a sloped 



reset surface 84 that extends down and out from the bot- 
tom end of upper vertical surface 82. Sloped reset sur- 
face 84 extends for a distance at least equal to approx- 
imately one half the distance between top and bottom 

5 ends 62 and 64. Reset section 74 is characterized fur- 
ther by a lower vertical surface 86 that extends from the 
bottom end of sloped reset section 84 to the bottom end 
64 of needle disposal insert 50. Slopped reset surface 
84 is aligned to the axis of needle disposal insert 50 at 

io an angle of between about 20° and 40° , and preferably 
about 24°. Thus, surfaces 80 and 84 may be approxi- 
mately parallel. 

[0034] The effective diameter that is formed between 
vertical guide surface 78 of release section 72 and a 

15 downward extension of upper vertical surface 82 of re- 
set section 74 is only slightly greater than the outside 
diameter "a" of portions of needle holder 10 near end 
wall 26. It follows that the effective diameter that is 
formed between the downward extension of upper ver- 

20 tical surface 82 and the lower sloped surface 80 on re- 
lease section 72 at locations closer to bottom end 64 of 
needle disposal insert 50 becomes continuously smaller 
than the outside diameter "a" of needle holder 10. 
[0035] The radial offset between upper and lower ver- 

25 tical surfaces 82 and 86 on reset section 74 is identified 
by dimension "d" which is slightly greater than the radial 
offset "b" between the outer surface of flange 42 on mov- 
able jaw 38 and the outer circumferential surface of tu- 
bular sidewall 22 on holder 10, as shown in FIG. 2. 

30 [0036] Needle disposal insert 50 is mounted in open- 
ing 58 in lid 56 of sharps disposal container 52 so that 
top end 62 of needle disposal insert 50 is substantially 
flush with or slightly above the top surface of lid 56. 
Thus, bottom end 64 of needle disposal insert 50 

35 projects into sharps disposal container 52. Needle dis- 
posal insert 50 is employed as shown in FIGS. 11 and 
12 by initially urging the assembly of needle holder 10 
and used needle assembly 12 within the inner circum- 
ferential surface 62 of needle disposal insert 50. Thus, 

to the intravenous end of needle cannula 1 4 projects down 
through needle disposal insert 50. Needle holder 10 is 
rotationally aligned so thatf irst actuating surface 44 sub- 
stantially registers with release section 72. Needle hold- 
er 10 then is urged down so that outer circumferential 

45 surface regions of sidewall 22 slide against vertical 
guide surface 78 of release section 72 and upper vertical 
surface 82 of reset section 74. Further downward move- 
ment of needle holder 10 urges actuating surface 46 of 
actuator 44 into sliding engagement with lower sloped 

so surface 80 of release section 72. However, the contin- 
ued slidable engagement of sidewall 22 with vertical sur- 
faces 78 and 82 prevents the entire needle holder 10 
from translating. Thus, actuator 44 moves transversely 
relative to needle holder 1 0 and causes movable jaw 38 

55 to translate transversely into the open position shown in 
FIG. 1 2. This translation of movable jaw 38 is permitted 
by the downwardly and outwardly sloped reset surface 
84 of reset section 74. As noted above, the offset "d" 
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between upper and lower vertical surfaces 82 and 84 at 
opposite ends of sloped surface 84 is sufficient to permit 
the full range of translation of movable jaw 38. Hence, 
used needle assembly 12 falls gravitationally into 
sharps receptacle 52. The user may then pull needle 
holder 10 up and away from needle disposal insert 50. 
The vertical surfaces 78 and 82 continue to hold tubular 
sidewall 22 of needle holder 10 in its original alignment. 
However, the outer surface of flange 42 on movable jaw 
38 will slide against the upwardly and inwardly sloped 
surface 84 of reset section 74. Hence, movable jaw 38 
will be forced to translate radially inwardly and back into 
the closed position from FIG. 11 . Thus, holder 10 is ar- 
ranged to threadedly receive a new needle assembly 12 
without any resetting by the user. Consequently, correct 
positioning of fixed jaw 34 and movable jaw 38 is as- 
sured by the mere separation of needle holder 10 from 
needle disposal insert 50. 

[0037] The illustrated embodiments relate to a needle 
disposal insert with rigidly fixed release and reset sec- 
tions. However, it is within the scope of the invention to 
provide a needle disposal insert with release and/or re- 
set sections that are spring driven, spring assisted or 
otherwise biased for movement in the direction of the 
slope to help move the movable jaw. Thus, less force 
will be required by the user. 

[0038] More particularly, an alternate needle disposal 
insert is illustrated in FIGS. 13 and 14 and is identified 
generally by the numeral 50A. Needle disposal insert 
50 A is used with a receptacle 52 identical to the recep- 
tacle 52 described above and illustrated in FIG. 10. Ad- 
ditionally, needle disposal insert 50A is used with a nee- 
dle holder 10 identical to needle holder 10 described and 
illustrated above. Insert 50A is structurally and function- 
ally very similar to insert 50 described and illustrated 
above. More particularly, insert 50A includes a release 
section 72A identical to the release section 72 described 
and illustrated with respect to the first embodiment of 
needle disposal insert 50. However, needle disposal in- 
sert 50A includes a reset section 74A that is movable 
for actively assisting in the reset of needle gripping as- 
sembly 30. In this regard, reset section 74A includes a 
reset wall 90 with opposite top and bottom ends 92 and 
94. Top end 92 of reset wall 90 is connected pjvotally to 
the remainder of needle disposal insert 50A. Thus, bot- 
tom end 94 can pivot inwardly and outwardly relative to 
needle disposal insert 50A. Needle disposal insert 50A 
further includes biasing means 96 for urging reset wall 
90 inwardly. Biasing means 96 is illustrated as being an 
elastic member that extends circumferentially around 
needle disposal insert 52. However, other biasing 
means may be employed, such as a biasing means uni- 
tarily incorporated into the hinge connection or a radially 
aligned spring for exerting radially inward forces on re- 
set wall 90. Biasing means 96 normally urges reset wall 
90 into a radially inner position as shown in FIG. 13. 
However, forces generated by the downward movement 
of needle holder 10 into needle disposal insert 50A will 



cause lower end 94 of reset wall 90 to pivot out and 
against forces exerted by biasing means 96. The out- 
ward pivoted alignment of reset wall 90 is similar to the 
alignment of sloped surface 84 on reset section 74 in 

s needle disposal insert 50 of FIG. 9. Thus, reset wall 90 
will perform in a similar manner to reset section 74 of 
needle disposal insert 50. However, biasing means 96 
will urge lower portions of reset wall 90 in a radially in- 
ward direction, thereby assisting in the reset of movable 

10 jaw 38. 



Claims 

15 1- A needle disposal insert having a substantially tu- 
bular sidewall with an upper end, a lower end and 
an inner circumferential surface extending between 
said ends, said inner circumferential surface being 
characterized by a release section and a reset sec- 

20 tion diametrically opposite said release section, 
said release section comprising an inwardly and 
downwardly sloped release actuating surface, said 
reset section comprising a downwardly and out- 
wardly sloped reset actuating surface. 

25 

2. A needle disposal insert according to claim 1, 
wherein said release section furthercomprises a re- 
lease guide surface extending substantially parallel 
to said tubular sidewall from said top end to said 
30 inwardly sloped release actuating surface. 



A needle disposal insert according to claim 2, 
wherein said reset section further comprises a reset 
guide surface substantially parallel to said release 
guide surface and extending from said top end to 
said reset actuating surface. 



35 



40 



45 
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A needle disposal insert according to any of claims 
1 -3, wherein said release actuating surface has up- 
per and lower ends that are offset radially from one 
another by a selected release offset distance, and 
wherein the reset actuating surface has upper and 
lower ends that are offset radially from one another 
by a selected reset offset distance, said release off- 
set distance and said reset offset distance being 
substantially equal. 

A needle, disposal insert according to any of claims 
2-4, wherein said release guide surface and said 
sloped reset actuating surface are substantially 
equally spaced from said top end. 



6. A needle disposal according to any of claims 1-5, 
further comprising an outer surface having means 

55 for securely mounting said needle disposal insert to 
a planar wall. 

7. A needle disposal insert according to any of claims 
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1-6, wherein said outwardly sloped reset actuating 
surface is pivotable relative to remaining portions of 
said needle disposal insert, said needle disposal in- 
sert further comprising biasing means for urging at 
least portions of said sloped reset actuating surface 5 
inwardly. 

8. A needle disposal receptacle comprising a contain- 
er having a lid, an opening formed through said lid 

for accessing interior portions of said container, a 10 
needle disposal insert according to any of claims 
1-7. 

9. A needle disposal system comprising: 

15 

a needle holder having a tubular sidewall, an 
end wall extending from said tubular sidewall 
and having a central opening therein, a release 
mechanism attached to said end wall, said re- 
lease mechanism comprising a pair of jaws, at 20 
least one of said jaws being movable between 
a closed position where said jaws permit re- 
leasable attachment of a needle to said needle 
holder and an open position where said jaws 
release said needle, said movable jaw project- 25 
ing transversely beyond said needle holder 
when said movable jaw is in said open position; 
and 

a container having a lid, an opening formed 30 
through said lid for accessing interior portions 
of said container, a needle disposal insert ac- 
cording to any of claims 1-7 in said opening in 
said lid. 

35 

10. A needle system according to claim 9, wherein por- 
tions of said needle holder adjacent said bottom 
wall define an outside diameter, and wherein por- 
tions of said insert adjacent said top end are dimen- 
sioned for slidable insertion of said tubular sidewall 40 
cf said needle holder. 

1 1 . A needle system according to claim 9 or 1 0, wherein 
saia movable jaw has an outer surface substantially 
aligned with said tubular sidewall of said holder 
when said movable jaw is in said closed position. 
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FIG.10 
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